Declassified/Released US Department of State EO Systematic Review 30 JUN 2005 


Message Text 


UNCLASSIFIED 

PAGE 01 STATE 117847 

45 

ORIGIN HEW-08 

INFO OCT-01 EUR-25 ISO-OO SCI-06 TRSE-00 COME-OO RSC-01 
EB-11 /052R 
66605 

DRAFTED BY: DHEW/FDA:JRWEINROTH,M.D. 

APPROVED BY: SCI/SA:MSBEAUBIEN 

DHEW/OIH:MACODDING 

EUR/WE:GHSHEINBAUM 

027613 

R 051327Z JUN 74 
FM SECSTATE WASHDC 
TO AMEMBASSY BRUSSELS 

UNCLAS STATE 1 17847 

E.O. 11652: N/A 

TAGS: ETRD, OGEN, TBIO, BE 

SUBJ: FDA RECALLS PHENYLHYDRAZINE REAGENT. 

1. FDA ADVISES THAT LOT NR B120710 PHENYLHYDRAZINE REAGENT, A 
PRODUCT OF HYCEL, INC., 7920 WESTPARK DRIVE, HOUSTON, TEXAS 
77036 IS BEING RECALLED BECAUSE THE REAGENT GIVES A FALSE HIGH 
CONTROL READING WHEN USED AS PART OF HYCEL'S DIAGNOSTIC 
TEST KIT FOR THE DETERMINATION OF 17 HYDROXYCORTICOSTEROIDS. 

2. THE PHENYLHYDRAZINE REAGENT IS PACKAGED IN GLASS VIALS (65 
MG EACH) LABELED IN PART "HYCEL 17-HYDROXY SET HYCEL NO. 275 1 

GM/VI. PHENYLHYDRAZINE REAGENT "'HYCEL REAGENTS THE VIALS ARE 

PACKED IN CARTONS OF SIX. THE CARTONS OF SIX VIALS ARE USED AS 

A COMPONENT OF THE 17 HYDROXY TEST KIT WHICH IS LABELED IN PART 
"HYCEL 17-HYDROXY 
SETCAT.NO. 270". 

3. ONLY LOT NUMBER B 120710 IS UNDER RECALL. THE LOT NUMBER IS RE- 
CORDED ONLY ON THE PHENYLHYDRAZINE REAGENT CARTON LABEL. THE 
17-HYDROXY 

SET TEST KITS ARE NOT CODED. 
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4. 220/6 VIAL CARTONS WERE DISTRIBUTED EITHER INDIVIDUALLY OR 

AS A COMPONENT INSIDE THE HYCEL 17-HYDROXY SET TEST KIT. OF THESE 
HYCEL EUROPEAN DIVISION, EUROPA NV, AVENUE BELLE VUE 16, 1400 
WATERLOO, BELGIUM RECEIVED 24 CARTONS OF CATALOG NR 275. 

5. FDA REQUESTS EMBASSY NOTIFY RESPONSIBLE AUTHORITIES IN MINIS- 
TRY OF HEALTH FOR SUCH ACTION AS THEY DEEM APPROPRIATE. 

KISSINGER 
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